In recent years, several major incidents involving human subjects research, two involving the death of the subject, have shaken confidence in the protections afforded human subjects of biomedical research.' For instance, officials at Johns Hopkins University were recently chastised by a state court for allegedly exposing children to potentially harmful lead-based paint. In two other instances, a New Jersey law firm has filed suit on behalf of the subjects In addition to naming the research institution and the researcher as defendants, these plaintiffs took the highly unusual step of suing the Institutional Review Board ("IRB"), a peer-review board that studied the safety and efficacy of the proposed research program and was responsible for approving it for federal funding. While there is some precedent for this type of suit,' the theories on which such a suit could be predicated have not been fully discussed or explored, as few suits against an
In recent years, several major incidents involving human subjects research, two involving the death of the subject, have shaken confidence in the protections afforded human subjects of biomedical research.' For instance, officials at Johns Hopkins University were recently chastised by a state court for allegedly exposing children to potentially harmful lead-based paint. In two other instances, a New Jersey law firm has filed suit on behalf of the subjects In addition to naming the research institution and the researcher as defendants, these plaintiffs took the highly unusual step of suing the Institutional Review Board ("IRB"), a peer-review board that studied the safety and efficacy of the proposed research program and was responsible for approving it for federal funding. While there is some precedent for this type of suit,' the theories on which such a suit could be predicated have not been fully discussed or explored, as few suits against an IRB have ever gone to trial.
The most straightforward suit is, of course, a tort suit alleging negligence on the part of the IRB in approving the research protocol. Other theories of liability have been pursued, including allegations of infringements of constitutional rights and violations of the federal laws and regulations governing the proper conduct of federally funded research involving human participants. This Comment argues that more, it agrees to submit all federally funded research to an IRB and assures that such research will adhere to federal guidelines. 9 If OHRP finds that a particular researcher or the IRB has not adhered to the federal guidelines, it may: limit the types of research protocols that the FWA covers; revoke the FWA; or recommend that an individual researcher, or a research institution, be temporarily or permanently forbidden from conducting research involving human subjects.20
HHS has issued regulations governing research involving human subjects, the so-called Common Rule. 2 ' The focus of the Common Rule is the IRB, which is primarily charged with balancing the risks and benefits of the research, ensuring an equitable selection of subjects, and obtaining valid informed consent of the human participants." The IRB must also continually review research protocols to ensure that they are in compliance with federal regulations = and may suspend or terminate its approval of the research if there has been unanticipated harm to subjects or if the researcher is failing to abide by the Common Rule." In many ways the IRB is the linchpin of the federal system for protecting human subjects. As a committee charged in part with examining the system of human subjects research put it: " [T] he IRB is the enforcing agent of federal protections that is situated closest to the conduct of research. Much of the success or failure of the federal regulations governing human research depends on the effectiveness of IRBs in carrying out their responsibilities." 2' the Protection of Human Subjects of Research, DHEW Pub No (OS) 78-0012 (GPO 1978) .
18 HHS, Federalwide Assurance of Protection for Human Subjects for Domestic (US) Institutions, available online at <http://ohrp.osophs.dhhs.gov/humansubjects/assurance/filasur.htm> (visited Mar 20, 2001 ) (noting in the "Statement of Principles" section that another document containing guiding principles might be acceptable). 19 Id.
20
Robert Fabrikant, et al, Health Care Fraud: Criminal, Civil, and Administrative Law § 2.04 (discussing the process of applying for and receiving federal research funds), available on Westlaw at HTHCRFRD § 2.04.
21
45 CFR § 46 (2000) . In actuality, each department of the federal government has separately adopted the Common Rule, so it appears numerous times in the CFR. See 56 Fed Reg 28012 (1991) for a listing of the applicable sections for each department. The Food and Drug Administration ("FDA"), however, has not adopted the Common Rule and operates under a slightly different set of regulations. See 21 CFR § 50 (2001) . There are a few substantive differences between the Common Rule and the FDA regulations, but none matter for the purposes of this Comment. Therefore, this Comment will use the terms "Common Rule" and "federal regulations" interchangeably. 
B. Recent Research Mishaps
Four recent cases, two of which involved the death of a human subject, have sharpened the focus on the activities of IRBs in approving research. In three of those instances, OHRP has established that federal guidelines were violated, and it is still investigating the fourth.
1. The Gelsinger case.
On September 17, 1999, eighteen-year-old Jesse Gelsinger died while in a gene therapy trial sponsored by the University of Pennsylvania. 26 Although Gelsinger had a form of the disease being treated, he was not expected to benefit from the treatment itself, which focused on examining the efficacy of a treatment that might eventually be used on babies with a fatal form of the disease. ' In an investigation following Gelsinger's death, officials concluded that Gelsinger did not meet the criteria for participating in the study and should never have been enrolled .
2 Officials also concluded that adverse events were not immediately reported to the IRB in violation of the federal regulations. ' Perhaps most importantly, the lead investigator had a conflict of interest that was never disclosed to the patient.3 Although Gelsinger's family initially supported the actions of those involved, Another high-profile case occurred in 2000 at the University of Oklahoma Health Sciences Center-Tulsa. A nurse familiar with the particulars of an ongoing cancer vaccine trial alleged numerous deviations from the federal regulations in that study. 33 OHRP confirmed these allegations, finding that the chair of the IRB unilaterally approved retroactive changes in the research protocol, rather than ob-26 Nicholas Wade, Death Leads to Concerns for Future of Gene Therapy, NY Tunes A22 (Sept 30,1999 taining the vote of the full IRB.3 OHRP also found that the requirement of continuing review was satisfied for very few of the protocols and that the board lacked sufficient information to make the required findings to protect vulnerable populations, maintain privacy and confidentiality, and ensure the equitable selection of subjects.-5 As a result of these findings, OHRP shut down the research trial." Several patients subsequently filed suit against those involved, including members of the IRB." In their complaint (containing 122 causes of action), the plaintiffs alleged that the IRB violated their right to dignity and other civil rights, failed to adhere to the federal regulations, and behaved negligently in the conduct of the research trial.3 3. The Ellen Roche case.
In the summer of 2001, Johns Hopkins University was the subject of an OHRP investigation after Ellen Roche, a healthy, twenty-fouryear-old volunteer, died from her participation in an asthma study. 9 In addition to faulting the researcher for inadequately researching the drug used in the study,' OHRP cited the Hopkins IRB for significant violations of the federal regulations. Specifically, the IRB failed to obtain adequate information to evaluate the risks of the research protocol, did not sufficiently review ongoing research, failed to fully consider the needs of vulnerable subjects, and kept insufficient records of its meetings. 4 More recently, a lawsuit was filed in response to another incident at Johns Hopkins, this time involving research aimed at determining the effect of partial lead abatement procedures. 4 3 Despite knowing that such exposure could be dangerous, researchers encouraged landlords participating in the study to rent to families with young children and periodically measured the lead content in the blood of children who lived in the study houses, comparing it to the amount of lead dust in the home." Furthermore, it appears that the IRB did not require the researchers to obtain informed consent, and suggested word modifications in the research protocol that would hide the fact that children were acting as a control group, a practice discouraged by the federal regulations." Based on these facts, the Maryland Court of Appeals overruled a Maryland district court and held that the plaintiffs stated a cause of action. After their decision was handed down, OHRP initiated an investigation of the research.4
II. THE FEDERAL FALSE CLAIMS ACT
Before evaluating these cases under the FCA, an examination of the FCA itself is warranted. Part II.A provides a general overview of the FCA, including its history as well as the required elements of a successful suit. Part I.B discusses the application of the FCA to fraud and abuse laws in the health care field as well as issues such applications of the FCA have raised, many of which arise in the context of IRBs. Part HI will address the resolution of those issues in that context.
42 Associated Press, Report on a Research Death at A16 (cited in note 39). 43 Grimes v Kennedy Krieger Institute Inc, 366 Md 29, 782 A2d 807, 858 (Md App 2001) (holding that a legal guardian "cannot consent to the participation of a child or other person under legal disability in nontherapeutic research or studies in which there is any risk of injury or damage to the health of the subject"). (Aug 24,2001) . If the research does not present the prospect of direct benefit to the child, the Federal Regulations require the IRB to make additional findings, and limit the risk to the subjects. Compare 45 CFR § 46.405 and § 46.406. 47 Although there are many fraud and abuse laws other than the FCA that are often applied in the healthcare context, this Comment will focus on the Anti-Kickback law, 42 USC § 1320a-7b(b)(1)(B) (1994) , and the Ethics in Patient Referrals Act (the "Stark law"), 42 USC § 1395rn (1994), in particular.
A. Overview of the FCA 1. What constitutes a fraudulent claim.
The FCA was passed in 1863 to combat rampant fraud in civil war defense contracts.' It provides for civil damages against any person who "knowingly makes, uses, or causes to be made or used, a false record or statement to get a false or fraudulent claim paid or approved by the Government." 9 These damages are measured at three times the amount of the false claim (or two times the amount if the defendant cooperates with the government) plus not less than $5,000 and not more than $10,000 per false claim submitted Finally, in addition to a suit brought by the government," a private citizen, or relator, can bring a qui tam action on behalf of the federal government. 2 Generally, the relator is entitled to 15-25 percent of the damages if the government intervenes 3 and 25-30 percent of the damages if the government does not.m
When alleging a violation of the FCA, the prosecutor or relator must show that (1) the defendant submitted or caused to be submitted a claim for payment to the federal government; (2) the claim was false or fraudulent; and (3) the defendant knew or should have known that the claim was false. In addition, some courts require that the government suffer pecuniary loss as a result of the claim, although this criterion is not universally required." 2. Scienter.
In order to bring a qui tam action, the relator must show that the defendant knew or should have known that he was submitting a false claim or making a false statement in support of a claim being filed with the federal government. 57 It is important to note, however, that no intent actually to defraud the government is required; the scienter re- 31 USC § 3729(a)(2). The FCA also provides for other causes of action. For present purposes, the other relevant subsection is 31 USC § 3729(a)(1) (providing that "anyone who knowingly presents, or causes to be presented, to an officer or employee of the United States Government ... a false or fraudulent claim for payment or approval" is liable to the government).
50 31 USC § 3729(a)(7 quirement only applies to whether the information given to the government is false.-In addition, the statute was amended in 1986 to clarify the definition of "knowingly" to include not only actual knowledge but also claims filed in deliberate ignorance or with reckless disregard of the truth or falsity of the information.5 Thus, an individual cannot use the so-called "ostrich" defense and must "make a reasonable and prudent" inquiry to ensure the claim is accurate. 4 What this includes, however, is unclear on the face of the statute, and subsequent case law has not made that standard any clearer. The seminal case on the matter is United States v Krizek,' in which the government challenged the defendant psychiatrist's billing practices. 62 The court noted that the billing practice lacked any centralization or control, so that in many instances duplicate bills were submitted, many of the bills had little or no factual support, and the psychiatrist frequently failed to review the claims submitted by his wife on his behalf 6 As a result, even though there was no evidence that the defendant knowingly submitted false claims, the court upheld a finding that the defendant was reckless and therefore liable under the Act." As in this case, courts commonly find recklessness when the defendant did not have a sufficient factual basis to support the claim and when a proper investigation was not performed, 4 as well as in instances in which the individual misunderstood the relevant regulations but the court finds that he should have understood them." 3. Measure of damages.
Courts are split as to whether the relator or prosecution must show that the government actually suffered pecuniary damages to bring a suit under the FCA.6 7 The statute provides a penalty of "three 5s 31 USC § 3729(b 350 US 148,152 (1956) . 70 Id at 153 ("It is obvious that injury to the Government resulted from the Rex Trailer Company's fraudulent purchase of trucks. It precluded bona fide sales to veterans, decreased the number of motor vehicles available to Government agencies, and tended to promote undesirable speculation.").
71 Young-Montenay, Inc v United States, 15 F3d 1040 ,1043 (Fed Cir 1994 . Although the defendant in that case argued that the only damages that should have been allowed were the interest payments the government could have received if it had paid the claim at the proper time, the court found the defendant liable for the entire amount of the false claim. Id at 1043 n 3.
72 See, for example, Peterson, 508 F2d at 52-54 (holding a physician liable under the FCA for submitting claims for services that were in actuality performed by his brother's physical therapy corporation). 
Jurisdictional issues.
In many actions brought under the qui tam provisions of the FCA, the court must also determine whether the relator is relying on publicly disclosed information to bring the suit. 75 If it concludes that the information upon which the relator is basing his action was publicly available, the court loses jurisdiction over the action.7 The rationale for this requirement is clear: the government allows qui tam suits to be brought because insiders generally have more information about fraudulent claims than a prosecutor would." f however, the information is publicly available, the government does not need the relator to bring the suit, since it could bring it on its own and recover the full amount of the loss. a) Information must be publicly available.
It is unclear what standard of information is sufficient to deprive a court of jurisdiction over a qui tam suit. Courts generally note a difference between the disclosure of mere information and the disclosure of "allegations or transactions." What constitutes an allegation or transaction, however, is not well defined. Generally, to find that they lack jurisdiction, courts require that either the allegation of fraud itself or all of the critical ele-79 ments of the fraud must be contained in the public materials For example, in Pogue v American Healthcorp, Inc ("Pogue IF) the court ruled that while the information that formed the basis of the claim was gathered from documents filed with the SEC, newspaper reports, and other publicly available sources,8 there was insufficient information in these sources to deprive the court of subject matter jurisdiction.' Even though the defendant argued that the facts necessary to show that the Anti-Kickback law was violated could reasonably be 75 31 USC § 3730(e)(4)(A) (1994).
76 Id (denying jurisdiction to a qui tam claim "based upon the public disclosure of allegations or transactions in a criminal, civil, or administrative hearing, in a congressional, administrative, or Government Accounting Office report, hearing, audit, or investigation, or from the news media, unless the ... person bringing the action is an original source of the information"). inferred from the available information, the court nevertheless allowed the action to proceed.3
b) The original source exception. Although courts are ordinarily deprived of subject matter jurisdiction over a claim that is based on publicly available information, the FCA makes an exception for instances in which the relator is an "original source of the information."" An original source is defined as "an individual who has direct and independent knowledge of the information on which the allegations are based and has voluntarily provided the information to the Government before filing an action under this section which is based on information."' Thus, when an individual provides information to the government, but the government does not subsequently bring suit, the individual is not barred from doing so herself even though the government possesses the information. To bring suit, the putative relator must have direct and independent knowledge of the information, a requirement that would not be satisfied "where one would not have learned of the information but for its public disclosure." '' B. Application of the FCA to Fraud and Abuse Laws The Anti-Kickback law holds criminally liable any individual who pays money to induce another individual to purchase, lease, or recommend the purchase of any service under Medicare or Medicaid.9 The goal of the law is to prevent hospitals or other organizations from inducing physicians to give additional referrals to such an entity. 9 ' To prove a violation of the Anti-Kickback law, the government must show (a) the requisite scienter (knowingly or willingly), (b) solicitation or remuneration, and (c) that such solicitation or remuneration was aimed at inducing referrals?9
The Stark law prevents physicians who have a financial interest in a specified list of entities (for example, a laboratory) from making referrals to that entity (for example, for a blood test).9 This law was enacted to protect against over-referrals by physicians to their own laboratories for personal profit.' Unlike the Anti-Kickback law, the Stark law is a strict liability statute and only applies to Medicare claims submitted to the government.' 
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The relevant text of the law provides that if a physician or an immediate family member has a financial relationship to a specified entity, (A) the physician may not make a referral to the entity for the furnishing of designated health services for which payment otherwise may be made under this subchapter, and (B) the entity may not present or cause to be presented a claim under this subchapter or bill to any individual, third party payor, or other entity for designated health services furnished pursuant to [such a prohibited referral]. While courts are generally quick to point out that "violations of laws, rules, or regulations alone do not create a cause of action under the FCA," those same courts will generally allow such an action to be brought in the case of the Anti-Kickback and Stark laws.9 Presumably then, these same courts would permit a claim premised on the violation of federal regulations governing human subjects research.
USC § 1395nn(a)(1)(A)-(B).
2. Establishing the falsity or fraudulent nature of a claim: implied certification.
While the government would not ordinarily pay for a claim submitted in violation of fraud and abuse laws, it is often uncertain whether a particular claim indicates that the individual had complied with the applicable regulations. If it does not, some have argued, the claim itself is not false and should not be actionable under the FCA. This is not to say that the individual should not be punished-fraud and abuse statutes themselves provide for stiff penalties"-but rather that the FCA is not the method by which those statutes should be enforced.
In response to this argument, some courts have not required an express statement that the individual requesting funding has complied with applicable federal regulations. Beginning with Ab-Tech Construction, Inc v United States,"' these courts have held that a submission 97 See, for example, Pogue I, 914 F Supp at 1509-13 (giving an extended discussion of all FCA claims brought to date based on the Anti-Kickback and Stark laws, and concluding that the prevailing view is that a violation of either may constitute a violation of the FCA).
98 Hopper v Anton, 91 F3d 1261, 1266 (9th Cir 1996) (holding that a school district's general assurances that it would comply with applicable federal law pertaining to special education programs did not support a claim under the FCA). 100 42 USC § 1320a-7b(b)(1) (imposing penalties of up to $25,000 and five years imprisonment for violating the anti-kickback provisions); 42 USC § 1395nn(g)(3)-(4) (imposing fines of $15,000 per claim submitted in violation of the Stark law and imposing a $100,000 fine for schemes to evade the Stark law).
101 31 Fed Cl 429,433-34 (1994) (finding that the submission of progress payment vouchers, which represented an implied certification of Ab-Tech's continued adherence to federal requirements, constituted false claims under the FCA).
creates an "implied certification" that the claim meets the requirements of all federal laws and regulations. 0 Courts imply that the defendant has complied with the requisite health care laws and regulations from the submission of a claim, since as a matter of law the defendant should have complied with them in order to receive funding. 0 There is a significant amount of disagreement over the implied certification theory, ' theory under a different statute that required a physician to assure that his services would meet the required standard of care in order to be eligible for funding. " Noting that this latter requirement was a prospective requirement for participation in Medicare rather than a precondition of payment, and noting that violation of this section did not mandate nonpayment of the claim, the court held that there was no implied certification with respect to this section.In 3. Scienter requirements.
Interestingly, many courts have failed to address the FCA's scienter requirement when discussing violations of the fraud and abuse laws. This is not a problem for suits alleging violations of the AntiKickback law, since to establish such a violation the defendant must have acted with the same level of intent required by the FCA. There is no scienter requirement, however, for violations of the Stark law. Thus, to allow a violation of the Stark law to constitute a per se violation of the FCA would essentially be to ignore the scienter requirement of the FCA 2 ' Furthermore, it is not clear that an individual who submits a claim in violation of the fraud and abuse laws would know that his claim is false if he is unaware of the existence of those laws, calling into question the implied certification doctrine. While ignorance is not a defense for violations of the fraud and abuse statutes themselves, it might be a defense for violation of the FCA.22 The court might alternatively conclude that ignorance of the fraud and abuse laws themselves, or the belief that one was in compliance with them, was reckless and therefore actionable under the FCA. This is unlikely, however, given the complex nature of the laws. ' [d] several rounds of rulemaking spanning more than a half dozen years and yet the government still has not arrived at a definitive conclusion regarding the proper scope and interpretation of the statute," and arguing that it is unfair to charge defendants with "knowing and understanding the full scope of the statute such that they are subjected to treble damages and civil penalties for breaching the Act's undefined terms").
III. THE APPLICATION OF THE FCA TO SUITS AGAINST IRBs
Until now, only two suits have been brought by the government alleging violation of the FCA with respect to federally funded human subjects research."' This is not surprising, given the paucity of claims against IRBs and universities with respect to human subjects research in general. Furthermore, in the majority of the few cases that have been brought, plaintiffs have generally relied on the tort system to provide a remedy. This Part argues that the FCA may allow a preferable cause of action in certain cases. Using the cases discussed in Part I as illustrations, this Part also discusses how courts should analyze the FCA cause of action and resolves some of the issues raised in Part II. This Part will show that a suit under the FCA alleging violations of the Common Rule will only be successful if three conditions are met: (1) the government, specifically OHRP, is not aware of the violations; (2) the violations are substantive, material to the government's decision to fund, and not merely technical; and (3) the IRB knew that the research violated the federal regulations or was reckless in applying them, in effect "rubber stamping" the research protocol.
A. The FCA Provides an Attractive Cause of Action against an IRB While a tort suit against an IRB alleging negligence in the fulfillment of its duties would be attractive in many cases, there are instances in which a tort suit would not be viable and in which the FCA may provide for higher damages. First, the plaintiff need not have suffered personal injury in a suit brought under the FCA; all that is required is the submission of a false claim. Thus, in instances where it would be difficult to prove causation or that the plaintiff suffered damages (both requirements of a typical tort suit), the FCA may provide the only way for a plaintiff to sue. For instance, as in the Robertson case, the plaintiff may not have suffered any physical injury,n so it would be unclear how the improper oversight by the IRBs injured the plaintiff and whether a tort suit would lie. In that case, however, assuming that the actions uncovered by OHRP are true, the IRB should face some repercussions. While sanctions normally are issued by OHRP, this is not always the case, especially in instances where there is no injury to capture OHRP's attention. Furthermore, the FCA could allow a plaintiff who was not even involved in the research to sue on behalf of the federal government. Again considering the Robertson case, the nurse who uncovered the negligence on the part of the IRB would not be able to sue under the tort system because she was not harmed by the IRB's allegedly poor oversight. She could, however, sue under the FCA. Thus, the FCA suit against the IRB has unique benefits because it is in society's interest to encourage the nurse to come forward with information. This encouragement is exactly the goal of the qui tam provisions of the FCA.
The award under the FCA might also be greater than that given by the tort system. First, the damages can be trebled in certain circumstances.'2 More importantly, the defendant is also liable for between $5,000 and $10,000 per false claim filed.' 9 If a relator were to identify a systematic violation of the federal regulations by an IRB that resulted in many false claims being filed, the relator could stand to receive a generous award even when limited to his statutory share of 30 percent.' 8
B. The Policy Implications of Suits against IRBs Are Mixed
While a suit under the FCA may have benefits over a tort suit for a litigant, several commentators have questioned the wisdom of allowing suits against an IRB. Most have expressed concern that allowing IRB members to be held liable would make their participation on the IRB less likely. ' This concern, however, is mitigated because the research institution sponsoring the research, or the researcher himself, could always indemnify IRB members in the event they are sued under the FCA.'-9 Furthermore, it would seem in the interests of the institution to provide indemnification to assure the existence of an IRB, since IRBs are the only vehicle through which it can receive government funding for research involving human subjects.
The other problem with allowing FCA suits is overdeterrence. IRBs, fearful of a lawsuit, might be too cautious in approving research and withhold authorization for valuable research that does, in fact, comply with the federal regulations. Overdeterrence could result regardless of whether the institution indemnified the members of the IRB; faced with FCA or negligence claims, the institution may pressure the IRB to be more meticulous in its approval of research. The problem of overdeterrence is compounded because IRBs are already overburdened with the amount of research they must approve. '3 ' Any increase in the amount of time spent approving research would come at the expense of approving fewer research protocols or requiring the creation of additional IRBs, raising the costs of the human subjects protection system. The potential costs are also increased because, as previously noted,'" damages may be trebled and the IRB could be liable for $5,000-$10,000 per claim filed. These costs could put additional strain on the system and would, especially in the case of medical drugs and devices, ultimately be passed on to the consumer.
These added costs, however, must be weighed against the benefit of allowing such suits. While trivial suits that do not affect the protection afforded human subjects research would not be sufficiently beneficial to outweigh the costs to the system, it is conceivable that suits under the FCA might improve human subjects protection in ways the tort system cannot. For instance, while the tort system only addresses failures of the system that harm an individual, FCA suits could reach instances in which the protections were inadequate but did not result in physical harm. This is important for two reasons. First, OHRP is unlikely to be cognizant of such lapses. With limited resources, OHRP rarely conducts investigations of IRBs,'3 and is likely to do so only if it has reason to suspect problems with the institution's human subject protections. Generally, OHRP only becomes aware of these lapses when a human subject has been injured and the injury is reported by the media. By allowing a suit under the FCA, a plaintiff could bring the alleged problems to OHRP's attention or allow for an alternative means of sanctioning an ill-functioning IRB. While an individual might contact OHRP in the absence of the FCA, as the nurse in the Robert- son case did, many employees (who like the nurse would be in the best position to know of violations of the federal regulations) might be afraid to come forward for fear of reprisal.'" Finally, society should want the problem -with IRBs to be reported and corrected before an injury; the legal system should not wait until after a fatality to fix the problem.
As a matter of policy, then, FCA claims should be encouraged insofar as they affect substantive provisions of the human subjects protection system. Those lapses that are more likely to go unnoticed are particularly attractive candidates for an FCA suit. Finally, there should be some balance between the desire to use monetary damages as an incentive to follow the regulations on one hand and the desire to minimize additional costs to the system on the other.
C. The Required Elements of an FCA Claim Could Be Met
In order to state a claim under the FCA, the relator or the government must show that (1) a claim for payment was submitted to the government; (2) the claim was false or fraudulent; and (3) the defendant knew or should have known of its falsity. 5 Furthermore, a relator must also show that he did not rely on publicly available information or that he is an original source of that information. While whether a claim under the FCA would be successful is highly fact-dependent, in the right circumstances a suit could be brought.
1. An IRB causes a claim for payment to be submitted.
The primary purpose of an IRB is to evaluate research to ensure that it meets the requirements of federal funding. Without the approval of the IRB, the government would never expend funds on the research protocol in question. By certifying that the research meets federal guidelines, the IRB has made a statement or created a report, the purpose of which is to get a claim paid or approved by the federal government. ' Although the IRB itself does not receive funding, who actually receives the money is irrelevant for purposes of the FCA. 2. A claim submitted by the IRB could be false or fraudulent: application of the implied certification doctrine.
By approving research that is in violation of the federal regulations, the IRB would be both presenting false information and causing a fraudulent claim to be submitted to the government. For instance, if an IRB knew that a researcher was not properly obtaining informed consent, to approve the research and thus impliedly certify that the research meets federal regulations would be to make a false statement. Consequently, the claim submitted to the federal government, which must comply with the federal regulations in order to be paid, would be fraudulent.
In effect, any research that was approved but that violated the federal regulations could present an actionable claim under the FCA: by approving research, the IRB impliedly certifies that the research meets federal guidelines for funding. Courts have been reluctant, however, to allow claims to proceed under an implied certification theory, fearing that technical violations would become a basis for liability." Courts have also feared that the implied certification theory fails to recognize that defendants may not fully understand the regulations at issue and that the government may not have made a funding decision based on the false or fraudulent information contained within the claim. To avert these possibilities, courts have limited implied certification claims to those that are based on a material violation or those that are required as a condition of government funding.
a) The implied certification doctrine. An implied certification theory is needed to prosecute most healthcare fraud."' Because part of the purpose in amending the FCA was to reach healthcare fraud more effectively, '° it is reasonable to assume that Congress intended some sort of implied certification theory. Courts should, however, limit the breadth of the implied certification doctrine to instances in which the violation of the regulations would have been material to a government decision to fund the research.'
4 ' This limitation is consistent with congressional intent, because Congress intended to "recover losses sustained as a result of fraud against the government."' 42 If the government would have funded IRB research with knowledge of technical violations of federal regulations, it is difficult to see why the suit would fulfill the purpose of the FCA. Indeed, it is generally the case that the federal government would continue to fund research; OHRP rarely suspends federal funding of human subjects research, 3 and usually does so only when violations have been found that threaten the welfare of human subjects. Furthermore, the clear weight of authority supports some restriction on the broad view of the doctrine set forth in Ab-Tech."
Limiting implied certification to violations that would have changed the funding decision would also accord with the judicially imposed requirement of materiality in proving a violation of the FCA statute itself.' While there is no materiality requirement in the text of the FCA, courts have reasoned that only false statements or claims that would have influenced the decision of the government should be actionable under the FCA.46 If courts are willing to overlook nonmaterial false statements as de minimis infractions or to hold that nonmaterial statements lack a necessary element of causation, it is difficult to imagine why they should not overlook the failure of an IRB to comply with technical requirements of the federal regulations that are nonmaterial.
Requiring that a violation of the federal regulations be material in order to allow an implied certification claim also makes sense as a matter of policy. As noted above, allowing any suit against the IRB has negative consequences that should be weighed against the benefit gained from allowing the suit.' 4 7 If courts were to allow FCA suits based on technical violations of the federal regulations, it is difficult to see what value this would have for human subjects protections. Generally, if the violation is based on a technical requirement, human subjects are not endangered by the violation. In addition, government funding has not been lost or improperly spent since the government would, if the court were to hold that the violation was not material, have funded the research anyway. For instance, while OHRP cited the Hopkins IRB that approved the protocol at issue in the Roche case 143 OHRP, Protecting Human Research Subjects, 2, OEI-01-97-00197 at 2 (Apr 2000) (noting that between June 1998 and March 2000 OHRP suspended federal funding at only seven research institutions, despite the increase in on-site investigations during the same period).
144 Richard J. Webber, Exploring the Outer Boundaries of False Claims Act Liability: Implied Certifications and Materiality, 36 Procurement L 14,15 (Vinter 2001) .
145 Berge v Board of Trustees of the University of Alabama, 104 F3d 1453 , 1459 (4th Cir 1997 f previously unclear, we now make explicit that the current civil False Claims Act imposes a materiality requirement" and deciding that false statements made to the NIH in support of a research grant proposal were not material and therefore not actionable under the FCA). But see Cantekin v University of Pittsburgh, 192 F3d 402, 415 (3d Cir 1999) (suggesting that the reasoning of the Supreme Court in Neder v United States, 527 US 1, 23 n 7 (1999), might argue against a materiality requirement).
146 Harrison v Westinghouse Savannah River Co, 176 F3d 776, 785 (4th Cir 1999) (noting that materiality depends upon "'whether the false statement has a natural tendency to influence agency action or is capable of influencing agency action"'), quoting Berge, 104 F3d at 1459.
147 See Part III.B.
for failing to keep minutes of the IRB meetings, M it is difficult to see how this imperiled the safety of human participants or affected the decision of the government to fund the research. On the other hand, the alleged failure to gain a sufficient knowledge of the facts necessary to weigh the risks and benefits properly could result in harm to subjects and would be considered a material violation. Furthermore, liability based on technical violations could cause IRBs to focus more heavily on ensuring that technical requirements are met at the expense of duties that more directly impact human subjects protections. While the technical requirements of the federal regulations should not be minimized, other mechanisms, such as oversight by OHRP, are in place to ensure those requirements are met. Finally, if the technical violation was one that was present in all of the IRB's approvals, such as a failure to maintain written records of its meetings, a relator could recover $5,000-$10,000 per research protocol approved.' 9 As noted, the costs of the claim should be proportional to the gain to the system in allowing the suit. Since the costs grow exponentially with the addition of each claim, and since these technical violations do not appreciably affect human subject protections, this is not a desirable result.
In addition to requiring that the regulatory violation be material, some courts have held that the statute must explicitly require that the regulatory guidelines be met.'" Even if a jurisdiction does limit the implied certification doctrine in this way, it is clear that meeting the requirements of the federal regulations is indeed explicitly required by law to receive funding for human subjects research.' 5 ' Therefore, while not all of the provisions of the federal regulations may be relevant to a governmental decision to fund research, compliance with the regulations in general certainly is.
b) IRBs are familiar with the requirements of the federal regulations. One reason courts have been unwilling to imply certification is the fear that the defendant did not know or understand the requirements of the regulations upon which the FCA suit was based. ' 5 ' Members of the IRB, however, are expected to be much more familiar with the regulations governing human subjects research, both because the regulations are much less extensive than the Anti-Kickback and Stark laws and because the application of the regulations is their particular province. Therefore, there is less fear that someone could be held iable based on an arcane, highly technical regulation. Even the more technical requirements of the federal regulations of HHS are relatively straightforward, and the IRB could request the assistance of OHRP in their interpretation. In any event, members of IRBs, who undergo training by HHS in how to apply the federal regulations, ' S' should be knowledgeable in the application of the Common Rule.
3. The scienter requirement.
In most cases, it might be difficult to prove that an IRB has submitted a false claim with the requisite scienter. While IRBs may be negligent in failing to adhere to the federal regulations, it is probably rare that they purposefully violate them.'m Thus, in most cases an FCA claim based on actual knowledge would not be successful. There are, however, exceptions to this general rule. For instance, in Grimes v Kennedy Krieger Institute, Inc,' the IRB, in an apparent attempt to get around federal regulations discouraging the use of children as control groups, suggested that the researcher include language indicating that the children were actually receiving some therapeutic benefit' As the court noted, however, the change in wording did not affect whether the research actually had any therapeutic value for the children in the control group; the change was aimed at aiding "researchers in getting around federal regulations designed to protect children used as subjects in nontherapeutic research. ' ' 7 It seems as though the IRB knew that the research did not actually meet federal guidelines, but nevertheless approved it for federal funding. While this may be an extraordinary case, it nevertheless illustrates that there are instances in which IRs may meet the requisite scienter requirement under the FCA.
A plaintiff may also be able to show that the IRB was reckless in the application of the federal regulations. While commentators have urged against the use of the recklessness standard in the context of the Anti-Kickback and Stark laws, both of which are extremely complex, that complexity does not exist in this situation. Furthermore, as noted 153 OHRP, Federalwide Assurance of Protection of Human Subjects, available online at <http'Johrp.osophs.dhhs.gov/humansubjectslassurance/filasurt.htm> (visited Feb 8, 2002) (strongly recommending that IRB chairpersons complete training modules designed by OHRP to ensure that they are familiar with the federal regulations and that other IRB members undergo "relevant educational training").
154 Maryland, Inc,"' and require that plaintiffs in a qui tam action prove the requisite scienter. Even if the IRB did violate the federal regulations, IRB members should not be held liable unless they knew that they were submitting a false claim or were reckless in not knowing.
Furthermore, the scienter requirement leaves IRB members the discretion to approve research. If courts apply a strict liability standard in determining IRB liability, courts could substitute their judgment for that of the IRB and conclude that the IRBs improperly calculated the risk of the research, that the consent forms were improperly worded, or otherwise disagree with matters normally left to the IRB's discretion. Insofar as IRBs are better able to apply the Common Rule, this is an undesirable outcome.
Amount of damages.
In FCA cases in which the regulatory violation would have affected the government's decision whether to fund the research, the amount of damages due the government would be relatively straightforward. In most instances, the actual damages would be the money the government paid as a result of the claim. Here, that amount should be the research grant. The government would then be entitled to three times that amount, plus $5,000-$10,000 per claim.
If, however, courts do not adopt the materiality restriction on the implied certification doctrine, and allow claims to go forward in which the government would have funded the research notwithstanding the false claim, it may be difficult to show what damages were caused. For instance, if the IRB failed to keep written records of its meetings, but the research would have been approved by the government anyway, there would not seem to be any pecuniary loss to the government. While most courts would treat the $5,000-$10,000 per claim penalty as a sort of liquidated damages provision, courts that require proving actual damages as an element of the FCA might not allow a suit based only on technical violations.
Jurisdictional issues.
As discussed previously, if a relator relies on public information, the court generally lacks subject matter jurisdiction over the FCA claim. ' S9 In the IRB context, if a relator relies on a report filed by OHRP, the court would lack subject matter jurisdiction over his claim. Indeed, most courts require that the information be released in one of the sources explicitly mentioned in the statute"O when deciding whether they have subject matter jurisdiction,'6 although an OHRP report would certainly qualify as an administrative report and thus could potentially raise the jurisdictional bar.
In addition, it is probable that the elements of fraud would be included in the OHRP report: ' 6 that the IRB did not adhere to the federal regulations and that it improperly approved research that was funded by the federal government. Both of these were detailed in the OHRP report of the Johns Hopkins research.u Inclusion in the OHRP report of the critical elements of the fraud would count as a public disclosure for purposes of the FCA, depriving the court of jurisdiction.
While most research subjects would probably not have sufficient information as to the workings of the IRB that approved their research project to bring a suit without the benefit of an OHRP report, 159 See Part II.A.4. 160 31 USC § 3730(e)(4)(A) (including a "criminal, civil or administrative hearing.. congressional, administrative or Governmental Accounting Office report, hearing, audit or investigation .... [and] the news media" as potential sources).
161 Williams v NEC Corp, 931 F2d 1493 ,1499 (11th Cir 1991 (finding that the methods of "public disclosure" set forth in 31 USC § 3730(e)(4)(A) are exclusive of the types of public disclosure that would defeat jurisdiction under that section); LeBlanc v Raytheon Co, 913 F2d 17, 20 (1st Cir 1990) (holding that the only allowable forms of public disclosure are those outlined in others associated with the IRB might be classified as an "original source" and be able to file suit.' For instance, in the Robertson case, a nurse familiar with the study brought the improper activities of the IRB to the government's attention.' 6 OHRP eventually issued a report detailing those activities and concluded that they did in fact violate the federal regulations. The nurse met the requirements of an original source notwithstanding the OHRP report: she had direct and independent knowledge of the IRB's actions without the OHRP report and she disclosed the information to the government. Thus, she could have brought a qui tam action, the OHRP report notwithstanding. The public disclosure bar would not apply in her case, or others like it, if a suit were brought under the FCA.
CONCLUSION
The False Claims Act provides a viable cause of action for those seeking to sue an IRB for a violation of the federal regulations governing human subjects research. Although varying interpretations of the FCA will determine which claims are actionable, some claims could be successful even under the most conservative interpretation. The most difficult barriers to overcome in bringing an FCA suit are showing that the IRB knew it was approving research in violation of the federal regulations, or was reckless in granting its approval, and that the relator did not rely on publicly available information in bringing the suit. Furthermore, courts should adopt an interpretation of the FCA that requires that the violation be material to the government's decision, both to avoid the possible requirement that actual damages be shown and to prevent disproportionately large awards under the penalty provisions. Nevertheless, because a plaintiff does not have to prove the same kind of injury required by the traditional tort suit, a claim based on the FCA may present an attractive option to the potential litigant. Finally, in these limited circumstances, the use of the FCA may promote a high level of protection of human subjects of biomedical and behavioral research in the United States.
